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DETAILED ACTION 
Formal Matters 

The text of those sections of Title 35, U.S.C. not included in this action can be 
founding a prior Office action. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 13 July 
2005 has been entered. Claims 1-55, 60-61, 70, 85-86 have been cancelled, and claim 
88 was amended to correct a typographical error. Claims 99-102 are new. Claims 56- 
59, 52-66, 68-69, 71-84, 87-98 are pending and under examination. Claims 99-102 are 
withdrawn from consideration and not under examination, as they are drawn to a non- 
elected species. 

Election/Restrictions 

Applicant's election with traverse of 18 October 2005 in the reply filed on 18 
November 2005 is acknowledged. The traversal is on the ground(s) that the instant 
application has been subjected to two restriction requirements and that full faith and 
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credit be given to the searches by Examiner Gucker. This argument is found fully 
persuasive and the restriction requirement mailed 18 October 2005 is withdrawn. 

Newly submitted claims 99-102 contains subject matter that is independent or 
distinct from the invention originally claimed for the following reasons: Applicants' 
election filed 3/10/00 limits the instant claims to the methods employing troponin I and 
residues 1-193 of troponin I (SEQ ID NO: 21) and excludes as non-elected troponin T 
and troponin C. 

Furthermore, Applicants' election filed 3/10/00 limits the instant claims to the 
methods employing troponin I and residues 1-193 of troponin I (SEQ ID NO: 21) and 
excludes as non-elected troponin T, troponin C, a-actinin, and SEQ ID NOs: 22, 23, 24, 
25, 26, 27, 30, 31, 32, 33. Therefore, the instant claims are only being examined to the 
extent that they read on methods employing troponin I and residues 1-193 of troponin I 
(SEQ ID NO: 21). Applicants 1 election filed 3/10/00 limits the instant claims to methods 
employing a myosin light chain 1 pepetide fragment comprising residues 20-199, which 
almost corresponds to SEQ ID NO: 28, and excludes other myosin light chain 1 peptide 
fragments such as SEQ ID NO: 29. 

In their correspondence filed 28 March 2005, Applicants' point out that the 
original species elections were made with traverse, and that more than one species of 
an invention may be claimed in different claims in one application provided that the 
application includes an allowable claim generic to all the claimed species and all claims 
to species in excess of one are written in dependent form. Applicants' arguments have 
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been fully considered but they are not persuasive. There is no one allowable claim 
generic to all the claimed species in the instant claims. 

Objections/Rejections Withdrawn 

Claim Rejections - 35 USC §112 

The rejection of claims 56-59, 71-84 and 96-98 under 35 U.S.C., second 
paragraph is withdrawn in light of Applicants' amendment of claims 56, 80 and 97 to 
include method steps. 

The rejection of claim 69 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement is withdrawn in light of Applicants' 
amendment of the claim. 

Objections/Rejections Maintained/New Rejections 

Objection to Specification - 35 USC 132 

The amendment filed 6 August 2004 was objected to under 35 USC 132 as 
introducing new matter added at paragraph beginning at p. 10, line 21, page 12, line 14 
and p. 14, line 3, to replace "192" with "199". Applicants argue that they have amended 
the sequence and provided a CRF copy of the sequence listing, and that the 
amendment is now including of both the MLC1 rat sequence of 199 amino acids as 
SEQ ID NO: 28 and the corresponding shorter human MLC1 sequence. Applicants' 
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arguments have been fully considered but they are not persuasive. Applicants have 
provided no compelling evidence in this case that they were correcting an obvious error, 
rather the amendment appears to be an attempt to obtain broader coverage. For this 
reason the objection to the specification under 35 USC 132 is maintained. 

With regard to the amended paragraphs to p. 9, line 21, p. 29, line 4 and p. 32, 
line 19 relating to the epitope Tnl amino acid residues not supported by original 
disclosure, Applicants argue that the amendment was to correct an obvious error, and 
that the specification taught on p. 29, line 21 that the anti-Tnl antibody was obtained 
from Spectral Diagnostics, and Applicants provided a copy of the web page for anti- 
cardiac Tnl Mab 8I-7 from Spectral Diagnostics disclosing the epitope for this antibody 
to be amino acid residues 137 to 148. Applicants' arguments have been fully 
considered and are persuasive. The examiner finds no issue with the correction of 
errors at p. 9, line 21, p. 29, line 4 and p. 32, line 19 relating to the epitope Tnl amino 
acid residues. 



Claim Rejections - 35 USC § 102 

Claims 56-59, 62-65, 68-69, 71-84, 87-90 and 92-98 are rejected under 35 
U.S.C. 102(b) as being anticipated by Lofberg et al. for reasons of record (see Office 
Actions mailed 7 April 2004 and 13 January 2005). Applicants suggest that the 
amendment of the claims to state the intact protein is an intact myofilament protein 
overcomes the prior art rejection. Applicants' arguments have been fully considered but 
they are not persuasive. The claims recited peptide elements written in the alternative, 
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so claim 56 is drawn in part to a method comprising detecting the presence or absence 
or measuring the amount of a peptide fragment of a myofilament protein in a biological 
sample obtained from a subject being assessed for cardiac muscle damage by 
incubating the biological sample with an antibody that specifically binds to the peptide 
fragment of a myofilament protein under conditions which allow the antibody or 
functional fragment of the antiobody to form a complex with the peptide fragment of a 
myofilament protein and detecting or measuring the formed complex wherein said 
peptide fragment consists of all or a portion of a cardiac troponin I peptide fragment and 
wherein the presence or amount of the peptide fragment of the myofilament protein in 
the biological sample is associated with cardiac muscle damage. Thus, Lofberg et al. 
still reads on all the limitations of the claims. Lofberg et al teach the use of various 
antibodies and detectable labels and markers (iodine-125, antibodies conjugated to 
solid-phase magnetic particles, and immunoenzymometric assays, pp. 1211-1212) to 
detect two different fragments of myosin heavy-chain, troponin I, and troponin T for the 
purpose of assaying acute muscle damage, irreversible cardiac and skeletal muscle 
damage, and reversible cardiac and skeletal muscle damage from biological samples 
such as serum (pages 1211-1212). 

Claims 56-59, 62-65, 68-69 and 71-84, 87-98 are rejected under 35 
U.S.C. 102(b) as being anticipated by Wicks et al. (WO 94/27156) for reasons of record 
(see Office actions mailed 7 April 2004 and 13 January 2005). Applicants suggest that 
the amendment of the claims to state the intact protein is an intact myofilament protein 
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overcomes the prior art rejection. Applicants' arguments have been fully considered but 
they are not persuasive for the reason stated above. Wicks discloses the use of 
antibodies and detectable labels and markers (enzymes, alkaline phosphatase, page 
12) to detect troponin I and troponin C in a complex in sandwich assays having 
immobilized solid phases for the purpose of assaying irreversible cardiac damage from 
biological samples such as blood (pp. 2-5). 

Claims 56, 62-66, 68-69 and 71-79 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Takahashi et al (WO 96/10078) for reasons of record (see Office Actions 
mailed 7 April 2004 and 13 January 2005). Applicants suggest that the amendment of 
the claims to state the intact protein is an intact myofilament protein overcomes the prior 
art rejection. Applicants' arguments have been fully considered but they are not 
persuasive for the reason stated above. Takahashi teaches the use of antibodies and 
detectable labels and markers (enzymes, peroxidase and alkaline phosphatase, pages 
6-7 and 9) to detect myosin light chain 1 (MLC-I) in a complex in sandwich assays 
having immobilized solid phases (pages 10 and 12) for the purpose of assaying cardiac 
damage from biological samples such as blood (pages 2-5). 

Finally, claims 56-59, 62-65, 68-69, 71-84, 87-90 and 92-98 are rejected under 
35 U.S.C. 102(b) as being anticipated by Westfall et al. for reasons of record (see Office 
Actions mailed 7 April 2004 and 13 January 2005). Applicants do not specifically argue 
against Westfall et al., but rather state that their amendment to the claims to recite "the 
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intact protein is an intact myofilament protein" clearly distinguishes the present invention 
from teachings of Lofberg, Westfall, Wicks and Takahashi wherein the intact protein is 
not an intact myofilament protein, but rather, as stated by the Examiner, an antibody. 
This argument has been fully considered, but not found persuasive. 

The claims recited peptide elements written in the alternative, so claim 56 is 
drawn in part to a method comprising detecting the presence or absence or measuring 
the amount of a peptide fragment of a myofilament protein in a biological sample 
obtained from a subject being assessed for cardiac muscle damage by incubating the 
biological sample with an antibody that specifically binds to the peptide fragment of a 
myofilament protein under conditions which allow the antibody or functional fragment of 
the antiobody to form a complex with the peptide fragment of a myofilament protein and 
detecting or measuring the formed complex wherein said peptide fragment consists of 
all or a portion of a cardiac troponin I peptide fragment and wherein the presence or 
amount of the peptide fragment of the myofilament protein in the biological sample is 
associated with cardiac muscle damage. Thus, Westfall et al. still reads on all the 
limitations of the claims. Westfall teaches the use of various antibodies and detectable 
markers (alkaline phosphatase, page 303) to detect fragments from both troponin I and 
troponin T (abstract) for the purpose of assaying cardiac muscle damage from ischemia 
from biological samples such as a component of cardiac muscle tissue (page 303). The 
amount of damage is correlated with time of ischemia (30 minutes as compared to 60 
minutes) and ratios were established between the gradual reduction of whole troponins 
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and the appearance of troponin fragments (pages 307-308, Figures 10 and 11 and 
Table 1). 



Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christina Borgeest whose telephone number is 571-272- 
4482. The examiner can normally be reached on 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Christina Borgeest, Ph.D. 




IET L ANDRES 
iRY PATENT EXAMINER 



